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PATENT COOPERATION TREATY 



PCT 

INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY' 
(Chapter I of the Patent Cooperation Treaty) 



(PCT Rule AAbis) 



Applicant's or agent's file reference 
DEX-0478 


FOR FURTHER ACTION 


See item 4 below 


International application No. 
PCT/US2004/01 0039 


International filing date (dav/month/vear) 
01 /Vpril 2004 (01 .04.2004) 


Priority date (dav/monift/year) 
01 April 2003 (01.04.2003) ] 


International Patent Classification (IPC) or national classification and IPC 
^ C12Q 1/60. 1/00. 1/56, 1/44, CS01N 33/53 


Applicant 
DIADEXUS. INC. 



1 . This international preliminary report on patentability (Chapter I) is issued by the International Bureau on behalf of the 
International Searching Authority under Rule 44 bis.liai). 

2. This REPORT consists of a total of 4 sheets, including this cover sheet. 

In the attached sheets, any reference to the written opinion of the International Searching Authority should be read as a reference 
to the international preliminary report on patentability (Chapter I) instead. 



3. This report contains indications relating to the following items: 





Box No. I 


Basis of the report 


□ 


Box No. n 


Priority 


□ 


Box No. m 


Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 


□ 


Box No. IV 


Lack of unity of invention 




Box No. V 


Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 


□ 


Box No. VI 


Certain documents cited 


□ 


Box No. Vn 


Certain defects in the international application 


□ 


Box No. Vm 


Certain observations on the international application 



4. The International Bureau will communicate this report to designated Offices in accordance with Rules 44bis3{c) and 93bis,l but 
not, except where the applicant makes an express request under Article 23(2), before the expiration of 30 months from the priority 
date (Rule 44bis .2). 





Date of issuance of this rep>ort 
01 October 2005 (01 .10.2005) 


The International Bureau of WlPO 
34, chemin des Colombettes 
1211 Geneva 20, Switzerland 

Facsimile No. +41 22 740 14 35 


Authorized officer 

Nora Lindner 

Telephone No. +41 22 338 89 65 
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WRTTTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 

(PCTRule43dw.l) 



Applicant's or ageot's fUe reference 
EX-0478 



ional ^)plication No. 
PCTAJS04/10039 



Date of maflmg 
(day/m anth/^ear) 



2 5 APR ?m 



FORFUKTHERACnON 

See paragraph 2 below 



Intematidnal filing date (dc^AnontJvifeitr) 
01 Ajgil 2004 (01.04.2004) 



Priority date (di^/rnonth/year) 
01 April 2003 (01.04.2003) 



Interoational Patent Classification (IPC) or both national classification and IPC 
IPC(7): C 12Q 1/DO. 1/56, 1/44; COIN 33/53; AGIK 35/34 and US CL: 435/1 1, 4. J13, 19, 975; 424/569 



Applicant 
DIADEXUS,INC. 



1. Hits opinion contains indications relating to the fbUowing items: 



□ 
□ 

□ 
□ 
□ 



BaxNo.I 
BoxNo. n 
BoxNo. m 
Box No. IV 
BoxNo. V 

BoxNo. VI 
BoxNo. Vn 
BoxNo. Vffl 



Basis of &e opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 436iv.l(a)(£) with regard to novelty, inventive step or industrial 
applkabilits^ citations and explanations siqiportixig such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations onfiie international application 



2. FURTHER ACTIGN 

If a demand finr international preliminary examination is made. Ibis opinion will be considered to be a written opinion of the 
International Preliminary Examining Authority (*1P£A") except that this does not i^ly where the applicant chooses an 
Authority other than this one to be the IPBA and the chosen IPEA has notified the lateniational Bureau under Rule 66.Xbis(lf) 
that written opinions of ftis Intetnational Searching Authority will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to the 
IPEA a writt^ rqply togeflier, where appropriate, with amendments, before the expiration of 3 months firom the date of noaiUng 
of Form FCT/ISA/220 or befoze the expiration of 22 months from the priority date, whichever expires later. 
For fiirdsCT cations, see FormPCiyiSA/220. 



3. For iiirfher details, see notes to Form PCT/ISA/220. 



Name and mailing address of the ISA/ US 
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Coxomissioner for Patents 
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lAlrynndrin, Viig'nin 771 n-1450 - 



Facsimile No. (703) 305^3230 



Louise Ijeaiy * ^ 
lelephoneNb. bii-llJAiM 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITy 



Intenmtional application No. 
PCTAJS04/10039 



Box No. I Basis of this opinion 



1 . ^fh regard to fbs language, ibis opinion has bera established on the basis of the inteniatzonal application in the language in v/hich it 
was filed, unless otherwise indicated under this item. 

I I This opinion has been established on the basis of a translation fixnnthe CTiginal language into the following language » 

which is the language of a translation furnished for the purposes of international seardi (under Rules 123 and 23.1(b)). 

2. With regard to any nucleotide and/or amino acid sequence disclosed in ihe international application and necessary to the claimed 
invention, this opinion has been established on the basis o£* 

a. type of material 

□ a sequence listing 

table(s) related to the sequence listing 

b. format of matmal 

in written format 

in computer readable form 

c. time of filin^fumishing 

contained in international application as filed. 

□ filed together wiQi ftie international application in conqniter readable fcnn. 

□ furnished subsequently to this Aodunity for the purposes of search 



3.n 



In additk>n, in the case that more than one version or copy of a sequence listing and/or table relating HaerdUy has been filed 
or fimiished, the required statements that the information in the subsequent or additional copies is identical to that in the 
application as filed or does not go beyond the application as filed, as apprc^riate, were furnished. 



4. Additional c om ments: 
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WRITTEN OPINION OFTBQE 
INTERNAHONAL SEARCHING ALPTHORITY 



Internatioiial application No. 
PCmS04/l(K>39 



Box No. V Reasoned statement under Rule 43 ^^.l(a)(i) mih regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 



Novdty(N) 



Liveaitive step (IS) 



Industdai ^plicability (lA) 



Claims NONE 



Claims 1-35 



_YES 
NO 



Claims NONE 
Claims 1-35 



.YES 
NO 



Claims 1-35 



Claims NONE 



^YES 
_NO 



2. Citatioas and explanations: 



Claims 1-35 lacks novelty under PCT Article 33(2) as anticipated Packard et al in view of "The Lancet" article. 

Packard et al disclose a method for assessing a patient's risk of Coronary Vascular Disease (CVD) by measuring levels of 
Lipoprotein Associated Phospholipase A2 (Lp-PLA2) and C-reactive protein (CRP). See i»ge 3. Packard et al reported ibat measuring 
levels of l4>-PLA2 was a strong predictor of the risk of coronary events. Also, Packard et al reported that measuring levels of CRP in 
association with other CVD predictors was a strong predictor of the risk of coronary events. See pages 1-3. Packard et al fiir&er 
reported results for patients that smc^ed and had high blood pressure and LDL cholesterol levels and lower HDL cholestml levels. See 
pages 4-7. Packard et al r^rted results from therapeutic, placebo and healthy control patient studies. Thus, flie Padcard et al 
disclosure renders obvious the method for treating a patient and providing a kit as claimed. See pages 1-16. Packard et al does not 
address using ATP m guidelines for determining patient's risk of CVD. 

However, **Tho Lancet" article reports using ATP III guidelines as a method step in a patient study for evaluating 
developmeziff of coronary vascolar disease. See pages l-Zand pages 19-20. * 

Claims 1-35 an inventive step under PCT Article 33(3) as being obvious over Packard et al in combination with "The Lancet" article. 

Packard et al disclose a method for assessing a patient's risk of Coronary Vascular Disease (CVD) by measuring levels of 
Lipoprotein Associated Phospholipase A2(I^PI^) and C-reactive protein (CRP See page 3. Packard et al reported that measuring 
levels of 14>-PLA2 was a strong predictor of the risk of coronary events. Also, Packard et al reported that measurii^ levels of CRP in 
association with otho" CVD predictors was a strong predictor of the risk of coronary events. See pages 1-3. Packard et al further 
reported results for patients that smoked and had higji blood pressure and LDL cholesterol levels and Jower HDL cholesterol levels. See 
pages 4-7. Packard etalr^orted results from therapeutic, placeho and healthy control patient studies. Thus, tiie Packard et al 
disclosure renders obvious the method for treating a patient and providing a kit as claimed. See pages 1-16. Packard et al does not 
address using ATP III guidelines for determining patioit's risk of CVD. 

However, ''The Lancet" article reports using ATP m guidelines as a method step in a patient study for evaluating developmrait of 
coronazy vascular disease. See pages 1-2 and pages 19-20. 

Claims 1-35 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject matter claimed can 
be made or used in industry. 
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